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March 29, 1999

Manuel Karos
Center for oewces and
RadiologicalHealth

CDRti - I-IF 2300
2098 Gaither Road
Rockville, tvla~land 20650

Dear Manuel,

T-466 P. Oi!/D5 F-978

1080T Cosmonau~ BMJ

orlando, FL 32824

phone 407,859 BI 66

Fax 407.8598254

w av-lmagme.wng. com

This letter is to officially notifi you that Audio Vkual lmagineenng, lnC.will be installing a permanent
laser system for The Renaissance Center, 855 Highway 46 South, Dickson, Tennessee 37055. The
installation will begin on April 26, 1999 and shows will begin in AugusI or September 1999.

Forthispermanent installation,we will be using an Omniscan Laser Projection System Model 2000.

The laser presematlon will be in compliance with the format and conditions specified in our
application (June 12, 1997) and supplemeru for a Varianu from 21 CFR ~040 11[c] for a laser light
show device. We have also prepared a Variance applicauon for The Renaissance Center who will
own and operate the Omniscan proje~ion system,

We invfie CDRH inspectors 10examine our laser producl during operation 10assure compliance with
fedeml safe~y standards. Please let us know when you plan to inspect thi$ installation so That we
may make necessary arrangements with the facility staff.

If you have any questions, please do not hesita~e to call.

Sincerely,

Ward Davis
President
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APPLICATIONFOR ~ ‘RIANCE J-P,”,,.,..,.,..1W,!,.,”,:<
OEPABATMEMT OF I-II%LTH 4No mu JSERVICES FROM 21 CFR W80.II(C) FOR A

LWWI.-.PIAII,. \,,x,,-, 11, I*..

PU8LIC HEALTH sERwCk
FOOP AND DRuG *OMINISTRATION LASER LIGHT SHOW, DISPLAY,

OR DEVICE

}
The Renaissance Center

:,%DDRESS OF COMPAN F (/,,< /,1.K f)p c (zo=) MI > I I IJ,,, r, ,-+.,/ ,,u J,.,6. ,. ,,., / .Irm m,,(,r.. “(w I

855 Highway 46 Sou4h, Dickson, !lknnessee 37o55
3. NaME AND T17LE OF IW2SPONS@LE PERSON . TEL EPIioNE NO. (I.. L,.J. ,,w,, , ,..+ I

Kevin Scott,
5 brEOFSUSMISSIOIU

Planetarium Direc
U.Theapgl,c.nr rwI.faw ma .dlance 10 % m allact Praparm.a 01 & #wt!rs horn maateol ISSQS

l(rlxv.rm’f ,h,.l.,.rr . . ...(r<...m,,,m . ,,.,,,,,. ,. ,,# ,., /, ,,,,, ,..,,, f)., f- .. ..rp-..fl) r,r,vr.vw ,, r,,.lrr,, to,%-<.,,”,, fIrtil,.t l’,lf,, >,+rl .,! ,U,. ,,,s,d,.,,,,a.,, ,

7 PRODUCT DESCRIPTION Af@ uSE

a. USTNnME aN&ORhOOEL NUMECR(Sl FOR~HELm6ERUGnT SnOW15) AND PROJGCTOR(SI

OMNISCAN Laser Projection System, Model 2000

.-

0, PROpUCTfOR WMlCf14 VARIANcEls RECIUE5TED

❑ ALAsER0,5PMf OEWlCE

~ APROJECTOR FOR AUS&RLIGMTSnOW

z ALASERLJGmTSn!3W

@ OThERtW,,),)

C O PROJECTOR5 aRE!NTENDED FOR SALE. kEaSE. OR.OaNTQOTwER
LASEff LIGnTSmOW PflODUCERS

a. PROCkICT lSINTEFJ!J6DFOFi USEINa

PLA?J=4RIUM OR oTMER DOME PRCLIECT)ON STFWCTURE

TmEATER

WTEUM13TEL BALLROOM OR hIEETIwG ROOM

STORE DISPLAYS

TRaDE51tOw OR CON.EIVTION

!315COTPEOLIE O? NIGnT CLUB

PAVILION

INPOOR ARENn

OUTOOOR ARENA

MUSEUM

OuTOOOR UNENCLOSED 4EA

OTMER 1>,*.JJ,)

e PRODUCT IS INTWWIEOTOSEUSED

~ 4TONLYOWE \t,,U.,OLOC*TION

❑ AT AVm81ETY OF(J.,,,rj L05AT10NS

O OTPIERI,,..V.,.

!. PWDUCTI SINTENDEDT OEEUSEDA IA NY ONE LOCR710N

~ wORE TmaN ,5 DAIS

❑ bORETm-m 5P.TNOT HQREThAN15DaV5

c1 .6 S5T14AN5DAVS

g TOUR IS INTENOEDTORUN FOR

G MaRETMar46MowTii5

c 16hQNTris

fi LESS THAN I*ONTN

~ NOT *PPUCABLC k. ,,-,.,

a GTrIfSR(%..,JI, ___

n. PRODWTuTKIZES ThEFO.LQwlNG La5ERWFECTS

FfIOrAT SCREEN Projections

RE.R SCREEN PROJECTIOIW

hO@3RApmC 01SpL~r3

MULTIPLE RLFLECTIONIOIFFRACTION EFFECTS

auOr FNCE SCANNING I-IL.. ,wtkh. .. .... . ... . . . . ,_, ,.,,,, J,. ,,,., ,.,,,r,,IL.,t ,,,,.,,. I

REFLEC710NS FRQMS7ATIONAR* MwlROR5DFi MIRRORED SURF,TICSS

WI,,,, W“fn,. a)

STA710NmRT lRRAO!4T10h QFRQTAT\NG M! R~RBaLLS, HC

XANN(NG iRRAOiaT1OX OF Ra7ATlNG MlRRORBaL’S ETc

FIBEROPTIC PRoJECTIONS

FOG, SMORE, OR OTHER SCATTERING ENH~NCEMEFJT EFFECTS

aTHEaf>,.,,f, )._ -,. _

ION LEVELSe LASER RAW

LASER M60(UM ( u,. //, . .. ,,, ,
!

w4VE Gr4CTm S (rim}
!

PEAR ~wER ,,,,,{,.,

Mzxed Gas IorJ Laser 458NPI - 647NM 3.5 Watts Chr

1 I
9 IF W.IY LaSEFIaADIATION IS PULSE DORSCAIWYED, GIVE 7HEPULSE DJRAT,ON ANO R. TEA NOSCZ,NNING FREQQENCY A@A~pL,r”DE

please refer to attachments

‘O 6EaSOrv FOR HEOb ESrlrvG VARIANCE

FORM FOA3167 t31S7J
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@ IT IS PROPOSED TO DEVIATE FF THE PROVISIONS OF 21 CFR lW.IUC) IN TiiATTME” ‘f! SSI@LE 5MISSION LEVEL WOULP ExCEED THE

ACCESSISLE Ek41SSION ukt17S SPECIFIED IN 21 CFR 1040.11(CF

n IT IS PROPOSELl TO OEVIATE FFKIM THE PROVISION OF 21 CFR 104O.I I(.) AS FOLLOWS.

12. Advantages TO BE DERIvED FROM SUCn DEWIATION

SJ

a

LASER LIGHT SHOWS ANO DISPkYS ARE ACCEPTED POFuuR MEDIA IN ENTERTAINMENT AND TnE ARTS. U$E OF POWER L&ELS IN
ExCESS Of THE llrdlTS IMPOSED BY 21 CFR 1~.lllcj IS NECESSARY TO ACriIEVE THE REQIJISED EFFECTS IN THESE MEDIA.
OTHER OR ADDITIONAL ADVANTAGES Iu~ one oqam)

1s, EXPUIN THE ALTERNATE MEANS OF RADIATION PROTECTIONTO BE PROVIDEP. lcnackM mm -- w fwm. h I- 14 “-RananZ, ”-J*UN any mm+
nm ch8cLaa. using eqrmowal srmera M W-W Sraw anv od’ta mcanaof raOdm pro-n rhar ‘-ii ba us@. I

a,

r?

c

c1

e

t

9

n

I

I

k

ALL IASER PRODUCTS, SYSTEMS. SHOWS. AND PROJECTORS WILL $S CERTIFIED TO CQMPLT WITH 21CFR 1040.10 ANO THE CONIX-
rIoNs OF THIS VARIANCE AND WILL BE REPORTED AS REOUIRED 13T21 CFR 10DZ.1O AND 10G212 USING THE REPORTING GuIDES PRO.
VIOED FOR Sucti PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIQF4 TO aNT INTRODUCTION INTO COMMERCE

EFFECTS NOT SPECIFICALLY INDICATED IN THI$ VARIANCE AppLIC.4mON WILL NOT BE PERFORMED. NO OTHER EFFECTS wlLL. BE

ADOE13 UNTIL AN AMENDMENT TO THE VARIANCE n4S 13EEN OBTAINED ANO TriE REQuIRED REPORTS OR SUPPLEMENTS. AS
APPLICABLE, MAv E BEEN SUBMITTED

SCANNING. PROJECTION. OR REFLECTION OF uSER ANO COLLATERAL RADIATION (LIGhT SHOW RADIATION) INTO AUDIENCE OR OTM

1ACCESSIBLE UNCONTROLLED A8=S VWLL NOT BE PERkulTED &CEPT FOR DIFFuSE REFLECTIONS PRODUCED 6Y THE ATMOSPHERE.

ADDED ATMOSPHERIC SCAITERING h!EPIA. AND TARGET SCREENS

uSER RADIATION LEvELS IN ExCE!3S OF THE LIMITS OF CMSS I VVILL NOT BE PERMITTED AT AN f POINT LESs THFLN3.0 M13_ERSABOV
ANY SURFACE WON wl+lcrn PERSONS OTHER THAN OPERATORS. PERFORMERS, OR EMPLOYEES ARE PERMI~ED TO STAND OFF2,5
M HERS 8ELOW OR IN IATERAL SEPARATION FROM ANY PUCE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS,
PERFORMERS. AND EMPLOYEES WILL NOT BE REWIRED OR ALLOWEP To VIEW RADIATION ASOvE THE LIMITS OF Cuvss I OR SE
E.zPOSEO TO RADIATKON ABOVE THE LIMITS SPECIFIED IN 21 CfR 10@.1Wc)

ANY PRoDKT WHICH RELJEs oN XANNING To ME= ACCESS. EXmmR~ oR pRODUq cuss LIMITs WILL lNCoR~%m A scANNING
SAFEGUARD SYSTEM WHICH DIRECTLY SWXS SCANNER MOTION AND wtiICH WILL R-CT FAST ENOUGH TO PRECLUDE ExCEEDING
THE APPLICABLE LIMIT

AU b4sER LIGHT SHOWS ‘WALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE
OPERATOR(SI WILL: .

IT} IMMEOIAIELY TEF!MINP.TC ThE EMMISSION OF LIGHT ‘SHOW RADIAnON IN THE EvENT OF ANY uNSAFE CONDITION;

iz) BE LOCATEO WHERE ALL EEAM PATNS C@N 13EWECTLT OBSERVED AT ALL TIMES; AND

(3) BEAN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL 6E RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR.

THE MAWMUM uSER PROJECTOR OUTPUTPOWER WILL NOT ExCEED THE LEVEL REQuIRED TO OBTAIN THE INTENDED EFFEcl%

THE PROJECTION SYSTEM [I-E, THE PRmECTOR AND ALL OTHER COMPONENTS uSED TO PRODUCE THE LIGHTING EFFECT!3JWILL SE
SECURELY MOUNTED OR IMM061uZED TO PREvENT UNIfUTEfUOEDMOVEMENT OR MISAUGNMENT BEAM LIMITERS WILL BE PROVIOE
AS AN INHERENT PART OF THE STSTEM DESfCN TO PREvENT OVERFILLING OF SCRt5ENS.B-M STOPS, TARGErS. ETC

(

@SEFI PROJECTORS WILL NOT BE DELIvERED TO ANI oTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS 4NCI
UNmL ThE RECIPIENT PEf.AONSTRATESTHAT TnEv HAVE a VARIANCE IN gFFSCT AT THE TIME OF OELIvER7 Tria7 PERMITS %E.W TO
P~ODuCE uSER LIGMT SWoWS INCORPORATING SUCH PROJECTOR.

m AOEITION TO THE REQUIREMENTS OF 21 CPR 10~O,lqn), THE MANuFACTIJRER OF LASER PFIOJECTORSISVSTEMS WILL PROVIDE To

PARTIES WHO PuRCHASE. LEfKSE. OR BORROW TI-!E EOUIPLYENT. ADECWATE uSER’S INS7RUCTION5 FOR SAFE INSTALMTION AND
OPERATION aNO WHICH EXPLA?NTHE RESPONSIBILITY Of THE RECIPIENT AS aN INDEPENDENT LIGHT SHOW MANuFACTURER TO
SUBMIT THE REQuIRED REPORTS AND APPLY FOR AND 06TaIN A VARIANCE PROM CPRH PRIOR TO INTRQCWcTION INTO COMMERCE O
ANY LASER LIGHT 5HOWS

Tt-rEi?5QulREMENT5 OF 21 CFFl 1002,3DwKIIA?$D [z) WILL BE ACCOIWPLISHED THROUGR THE uSE OF wFFllTEN PROCE9UHES FOR SETUP

*uGNh ENT. TESTING. AND PERFORMANCE OF EACH Stiow THESE PROCEDURES WILL BE IN SUFFICIENT OETAIL To EN5LIPE COM-
PLIAFICZ WITI+ 21 CFR 104010. TtiE CONDITIONS OF TtiIs VARIANCE. AND THE CONTROL OF ACCESS To RADIAfi.ON AREAS USING Tt-iE
PRoCEDURES DESCRIBED IN WE awsi 2136.1 STANDARD FOR WE 3~FE uSE OF uSERS iAM6RICAN NATIONAL 2TANDARDS INSTITUTE
1430 BZOADWAY. NEW YORK NY 10018IOR ANT OTHER EQUIVALENT uSER CONSENSF,E STAIW3AR0 AND. wnERE APRLICA6LE, STATE O
LOCaL -EQuIREMSNTS LAsER RJ@lAnON AREd5 WHICH CAN CONTAIN RADIATION LEvE15 ABOVE THE LIMITS SPECIFIED IN 21 CFR
104 I ;:cI. WILL BE CLEARLY IDENTIFIED ‘aYTME POSTING OF WARNING SIGNS A?4D/OR REsTRICTING @.CCESS THROUGH PHYSICAL
MEfiNS ,SuCn AS PRES5URE SWITCHES PHOTOCELLS, BARRIERS. GudW3. ETC.L THESE RECWWEMENT5 aPPLY TO TEMPORARY AREAS
ISuCm AS DURING 5ET UP ~NP ALIGNMENT PROCEDURES) APD TO FINAL OR PERMANENT AREAS fRE VARIANCE MOLDER WILL RETAIN
THE FECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TEsT’5 AS REQuIRED BY 21 CFR 100231 A COPY OF THE VARIANCE

APPL-q TION. THE APPROv AL LEITER. CURRENT PROCEDURES, AND RECORDS REMJING TO EKM pfiRTICUUR SHOW WILL BE WITH
THE C7ERATOR OR OTHER RESPONSIBLE INDIVIDUAL ANO WILL BE MADE AVAILABLE FOB Inspection BY FDA AND oTHER RESPONSI-
BLE :uTMORITIES.

—
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PROVIDING snow mNEf-- WITH DrifiS AM LOCATloW C-RLY AND COMr ‘ELY l12ENllFlED. AND A FxSIC DESCRIPTION OF

PROPOSED EFFECTS INCI_dIUG A STATEMENT OF THE MAxIMUM POWER OUTPLI I INTENDED. SUCH NOTIFICATIONS WILL BE MAP= SUT
NOT NECESSARILY BE LIMITED, TO

(1) THE CENTER FOR DEvICES AN13 RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE lH-Ql~, 6757 GEoRGIA AWE., SILvER SPRING, MD
2C91O, PROVIOIIUG ThE lN1’TIALANO CLOSING oAEs FOR FIXED lN-ALIAmONS ANo TIIE ITINERARY foR Mo61LE %oWs. IN AOOl-
TION, UNLESS AU ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND TNE ACCESSION NutAB=S CLEARLT REFERENCE, EACH
NOTJCE WILL INCLUOE O~AiLED DESCRIPTIONS OF tiCH SHOW AND A LISTING OF ALL EFFEcTS TO SE PERFORMED IN SUFFICIENT

aBTAIL To CONFIRM COMFWANCE WITH TIIE REGUMTIONS AND THls VARIANCE.

(2) ThE FEDERAL AvlaTION aDMINISTRATION IFAAI FoR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E. INCLUDING SET.UP.
ALIGNMENT, REHLIRSAU, PERFORMANCES, 13C.). IF THE FAA OiSJECm TO ANT wSER EFFECTS, TFIE OBJECTIONS WILL BE RE-

SOLVED AN~ ANY CONDITIONS REQuESTED ST FAA WILL BE AIXNZREP TO. IF THESE CON DITION$ CAN NOT 13EMET. THE OEJEC.
TIONA5LE EFFEcTs W-L BE DELETED FROM ~E SHOW.

(3I STATE ANO LOCAL RAPIAnON CONTROL OFFICESIAGENCIES FOR ALL SHOWS TO E% PERFf3RME9 wKHIN THEIR JURISOICmONS. ALL
REQuIREMENTS OF STATE ANO LOCAL UMV WILL BE SATISFIED AND ANT OEWCTIONS RAISED BY LOCAL AUTHORITIES WILL SE RE-
SOLVED OR THE EFFECTS DEL~D. (LISTS OF FEDERAL ANO STATE OFFICES ARE AVAI@BLE FROM Tti E CENTER FOR DEVICES AN(3
RADIOLOGICAL HEALTH UPON REOUEST.)

1

IG REMARKS
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Please refer to attachments E - K
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I cERTiFY ;n~r ~i[ d !Re 800v6 lntOrmallOn Ma SIa16MEnlS a~ [rrJEi. COmplCle, a!la COr?eC~ 10 ine oaST d my hnOWleage ana aChnQk.leage [nar my

varta pee iigpllcatlon may Oe aemam or my fanafiee mar be re.ohms II m,s Mpplicaljon IS towfiq 10 De Ialse. ml=leaalng. or mcorrac; m any materls, ,+.LY.

I na~e 6uBrm Iwa ano *III Suomn an mporm reauma BY 21 CFR 1002.IP ana ?OOZIZon rn~ ieSW aqu,pmen[ knn snm+sj I Iunnet ~naerslano tna~ I

may ue requ,reO By regbtalnon or DV me Wccmr, CenTsr W De. !ccs ana Raalolggtcat neailp, 10 :UrJp17 s~cn on’rer ,ntormarion as may en necessafi ID

a.aruare ana acl an NIIS aWI,CatlOn

15. SIGNATURE 16 NAME (Typa m PrirN) ! ,7 TITLE

-~+ ~“- Ward Davls
I

President
i

L 1

~.
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